JEKJIAPAIIUSA O COOTBETCTBUH

JEKJIAPAHT, TPHHUMAIOIHI JEKJTAPAIIMIO O COOTBETCTBUHU

AQ "ThareoCayrumKastin Tpeidunz"

Ceedenus o pezucmpayuu opeanzayuu: Mexcpaiionnas uncnexyus Pedepanvroli Haro2o6ol cayicovt Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, oama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, JTenunzpadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, novw. XV, komnama 1.
Tenepon:8(495)777-89-00.

B muye: I'enepanvupiti dupexmop Jybanckuti Onee

Hosepennoe mnjo: Kysneyos A.A., 0osepennocmn 18-09.08.2019 om 09.08.2019 2.

3ASIBJBIET, UTO

nexapemeenroe cpedcmeo: Junnam, mabnemxi ROkpeinivle nAeHOYHoH obonoykot 250 me 10 wm., ynaxoexku
avelikoavie konmypusie (1), nauku kapmonnvie, PY Ne IT N015531/01 om 06.03.2009 (oama 3amervi
06.09.2018) evidario 340 "TharcoCaumKasiiin Tpetioune” , cepus 3EGS, napmun 59710 ynakoeox, 20den do
30.06.2022, npouzeoocmea Iarco Onepatnuerc BenuxoGpumanus JTuntumed, Benuxobpumanus, Glaxo
Operations UK Limited, Harmire Road, Barnard Castle, Durham, DL12 8DT, United Kingdom, xoo OKII/]2
21.20.10.191, koo TH B3 3004200002, Huempubsiomop. coznauieriue 6/1 om 01.01.2013, uneotic Ne
4205281918 om 08.08.2019

COOTBETCTBYET TPEROBAHUSIM
II N015531/01-060918

JAEKJTAPALIUSA NPUHSITA HA OCHOBAHHH
npomoroa ucnoimanuii Ne 4680x om 28.08.2019 HJI OO0 HI] "PAPMOBOPOHA", ammecmam
axxpedumanuu POCC RU.0001.21DJ140, Cepmucpuxam POCC GB.@MO8.C47107 om 29.08.2019

/ ///
Ky3nenos A A.

(no}m:d?b ®.U.0

N /)
CBEJIEHUSI O PETUCTPALINA

OPIAH IO CEPTHOHKAILMH, 3APETHCTPUPOBABIIHNI JIEKJIAPALIHIO

RA.RU.11®M08 OPIAH ITO CEPTHOHKALIHH POAYKIJHH OBLECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTRIO "OKPY)KHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanwzayuu: 115280, 2. Mocksa, yr. Macmeproea, o. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmuchuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmeproéa, 0. 4, am. 5., men.:(495)788-02-88, eet-
caiim: oyxK.pe.

)IEKJIAPAII,HSI 0 COOTBETCTBHHU 3APETHCTPUPOBAHA N2 POCC RU JI-GB.®@M08.A.34746/19
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viaterial Description: ZINNAT TABLETS 250MG X 10 RU-GSK

Onucanuve maTepuana AuHnaT®, Tabnetiu, nokpeiThie nneHouHon obonoukor, 250 Mr

Material Number: 1304857 Package size / type: Tahlet x 10 Pack

Homep marepuana: 1304857 Paamep | TUN ynakoBiu 10 TabnetoK B ynakoske

Product Name: Zinnat Strength: 250 mg

HaumeHoBaHue ToBapa:  3udHar Doauposka: 250 mr

Dosage Form: Film-coated tablets

NexapcTReHHan opma;  TabneTku, NOKPbITHIE NNEHOUHOR oGOoIIoMKON

NMarketing Authorisation Number: T N0O15531/01

Homep perucTpaunoHHoro yaoctosepenus [l N015531/01

Manufacturing Authorisation Number: Mia4

Homep paspewieHust Ha NPOUMIBOLACTBO MIA4

Manufacturer's GMP Certificate Number: GMP/IMP 4/3848

Homep GMP cepruchukata npoussoauTens: GMP/IMP 4/3848

Site of Manufacture, Packaging and Quality Control: Glaxo Operations UK Limited, Harmire Road, Barnard

Caslle, Durham, DL12 8DT, United Kingdom
Mnowaaxka npoUIBoOACTEA, YNAKOBKW W KOHTPONA Tnakco Onepaiiterc Benukobputanus Numures,
Kadecrpa: BenuroBputaHun

&
| hereby certify that the information provided within this certificate is authentic and accurate.

HacToAWMM MOATBEPHIAI0, YTO UHGOPMALWA, NPEACTABNEHHAN B aToM cepTudnkaTe, ABNAETCA [OCTOBEPHOR 1
TOYHOR

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP requirements
of the EU and the local Regulatory Authority with the specifications in the Marketing Authorisation of the importing
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP.

HacToAUMM NOATEEPNAAI0, YT BCE STaNbl NPOVIBCACTEA AAHHOM CEpUM FeTOBOID NPOAYITa, BITIOHaR onepauun no
YNAKOBKE/MAPKAPOBKE W KOHTPOMNB KAYECTEA, HA BhILIGYNOMSIHYTOR NPOUIBO/CTBEHHONA NIOWIBAKE Obinw nposefeHs
B NOMHOM COOTBETCTBUM ¢ TpeGoBanvaMn GMP EBporielickoro coraa, NoKanbHLIMIA perynaTopHsimMi TpeGosanramMm
1 TpeGoBaHUAMM CELMMUKALIMN PETUCTPALIMOHHOTO YAOCTOBEPEHUA CTPaHbLI HasHaueHnA. 3anucK, OTHOCAILMECH K
NPOMIBOACTBEHHOMY MPOLIECTY, YNaKoBke v TECTMPOBaHWio cepun, Geini NpoBEPEHkl U COOTBETCTBYIOT TpeGopannam
GMP.
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All investigations, if any, pertaining to the baich (including deviation, planned changes andfor temperature deviations)
have been recorded and completed to a sufficient level to support certification.

Bce paccnefosanus, ecin TAKoBsIe UMEIOTCH, OTHOCAWMECA K Cepun (BKITOYasn OTKNOHEHUR, JannaHnpoBakHbie
WAMEHEHUR M / UNM TEMNEPATYPHBIE OTKNOHEHIRA), Bbini 3aperucTpupoBatisl U saBepLletbl 40 YPOBHS, AOCTATOUHOMO
47151 NOATBEPKASHUS CEPTUDMKALMN.

APIname: Cefuroxime
Hawmerosadwe dhapmauesTuseckon cyberanuun:  Lledypokenm

API manufacturer:  Glaxo Operations UK Limited, United Kingdom
Npoussoantens cyberanuwm:  [nakco Onepafiwenc BenukoGputanna Jiumures, BenuxoBputanua
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Certificate Date
DNara cepruthurkara

Certificate Number
Howmep ceptudmiara

riouTy Genoro usera, ¢ OAHOW CTOPCHBI
KOTOpbIX BbirpasupoBaHo «GX ES7».

22-JUL-2019 BCC_0000001441
Page/Crtp 3 ofma &
Lot/Batch: Date of Expiry: 30-06-2022
Not / Cepusn: FogeHx ao:
Date of Manufacture: 03-06-2019
[lata npouasoacTaa:l
Importing Country: Russia
Crpana-umnoprtep:  Pocous
Description Specification Results
flokasaTens - Crneyupnkaums ~ Pesynkrathl
Film-coated tablets, 125 mg: oval,
) biconvex, white to off-white, film-coated i
Appearance (Visual) tablets with "GX ES7" engraved on one Complies
side.
TabrieTkn opanbHoli hopmbl,
[IBOSKOBBINYKNbIE, NOKPLITBIC
Onwucanne (BU3yansHLIf) nneHouHel ofonovkoi, ot 6enoro Ae CoorsercrayeT

Appearance (Visual)

White to off-white core on the cross-
section.

This parameter is confrofled
in the Russian Federation
territory.

Onucanue (BuayarsHeIi)

Ha nonepeyroM paapese sapo or
Genoro f4o novty Genoro yseTta.

[lanHbti noxasatenk
KOHTPONMUPYETCA Ha
TeppuTopin Poccuiciol
Gegepaunn.

Identification (HPLC)

The retention times of iwe main peaks
on the chromatogram of test solution
prepared for assay should comply with
the retention times of two main peaks on
the chromatogram of cefuroxime axetil

standard solution.

|

Complies

NoanvHHocTE (BIMX)

Bpems yAepIBaHna Agyx OCHOBHEIX
AVKOB Ha XPOMaTorpaMme MenLiTyemoro
pacTeopa, NpUroToBNeHHoTo ANA
wucneiTanus «ionuuecTeeHHoe
onpeaeneHrie» JOIKHO
COOTBETCTBOBATL BPEMEHN
YABPXUBAHVR ABYX OCHOBHbIX NMKOB HA
XPOMATOrpaMme CTaHAapTHOTO
pacTeopa uedypokcuma akceTuna.

CoorseTrcrayer
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Description wmépeciﬁcation | ﬁésu!t;w ]
o okazarenk Cnelunurauns PeayrnbTarh
P ; Complies with Ph.Eur. standards for .
Unifermily of weight uncoated tablets Complies
B cooTsercrBum ¢ EBp.®. Ana
OAHOPOAHOCTE Maccehl HENOKPLITLIX T2BNETOK CoorseTtcrayeT
Dissolution (UV) at 15 minutes %LC Not less than 60 % LC at 15 minutes 81
3 He menee 60 % (X) yepea 15 MuH oF
ﬁg:?; :;T{V;?;Z?%CﬁeKTpGCIJOTOMeTpMSl) 3afBNEeHHOrO COASMKAaHUA 81
, e edypokcuma - _
Dissolution (UV) at 456 minutes %L.C Not less than 76 % LC at 45 minutes 94
: He meHee 75 % (X) uepes 45 muH OT
zs:?g ‘;Z’;E';ig;z CeKTPOMOTOMETPUA) | 4ag8nenmoro COASpMaHns 94
yecbypokcuma B
ielated Substances (HPLC) - E-lsomers E-isomers — not more than 1.5% Would comply if tested
_Poncraeénbte npumecy (BSKX) E- ByAeT cooTBETCTBOBATD, o

naomepos, %

He Bonee 1,5 %

ecnu NpoBepeHo

Related Substances (HPLC) - A*-isomers
%

Not more than 2.0 %

Would comply if tested

PofCTEEHHBIE MPUMECH (_BIB)KX) Al
uaomepos, %

He Gonee 2,0 %

related impurity %

Related Substances (HPLC). . Any other N

Not more than 1.0 %;

byaer cooTBeTCTBOBATh,

Would comply if tested

Pogcraentble npumecy (BOX) noboi
LAPYrot eauHniHON NPUMECH, %

He Gonee 1,0 %

bByaer cooTBeTCTBOBATh,
ecnv NpoBepeHo

Related Substances (HPLC) - Total
impurities %

Not more than 3.6 %

Would comply if tested

Popcrsennbie npumecy (BOX) cymma s GyAeT COOTBETCTBOBATD,
npumecen, % He Gonee 3,5 % £cnu NpoBepeHo

Water (by Karl Fisher) % w/w | Not more than1.6 1.0

Boaa (MeTopom K. duwepa) % He Gonee 1,56 % 1,0
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Description Specification Results
Moxazatens Cneuuduxanus Peaynurarh!
This parameter is confrolled
Microbiological Purity Category 3A in the Russian Federation

territory.

Mukpobuonoriieckas uucToTa

Kareropus 3A

HaHrbiil nokasarens
KOHTRONUPYeETen Ha
TeppuTopun Poccuickon
depepatuy,

Uniformity of dosage unit

According to requirements Rus.Ph, Xil|

This parameter is controlled
in the Russian Federation
territory.

OAHOPOAHOCTE A03NPOBAHUA

B cooTeeTeTum ¢ Tpebosannamy e
X

HanHsli nokazarens
KOHTpONMpYyeTCcH Ha
Tepputopun Poccuiickoih
Penepatini.

Cefuroxime content (by HPLC) % LC 95.0 to 105.0 MIOOA
KonuyecTseHHOE onpeagnerne
vedyporcuma (MeTogom BIIX) % ot Ot 95,0 po 105,0% 100,4

3AABNEHHOTO CoAepKaHna

Qualified Person
YNonHoOMoUBHHOE NULO

Signature
fognuck

Name

s C Bt

Date
Dara

Oz UG 2o g
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